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q-Pulse

Q-Pulse is a quality management software application based on the Microsoft SQL Server 2000 database and produced by Gael Ltd. (Insert Manufacturer’s name), holds licence(Insert licence number) .

Scope

Detailed instructions for the operation of Q-Pulse can be accessed through the application Help function. 

Information for system installation and administration is available in the Q-Pulse Product and Service Information Package held by (Insert applicable name).  
The purpose of this document is to provide additional information on how Q-Pulse is used by (Insert manufacturer’s name) and the associated clinical programs.

security

The systems administrator or person granted full access to the Administration module (Quality Coordinator) assigns user licenses, permissions and Log On user name and password. 

The user name format is surname and initial (no space). For example, the user name for John Smith is smithj.

There are two licence options for users. 

· Restricted licences are allocated to passive users of the system. These permit the user to view controlled documents, raise document change requests, approve draft documents and acknowledge document distribution, and raise and view status of corrective/preventative actions. 

· Primary licences provide users with access to all areas of the system that have been assigned to them by the systems administrator.

(Insert manufacturer’s name)   has (Insert number) licences, which permits concurrent access by three users with primary licences.

introduction

Q-Pulse may be programmed to automatically send e-mail messages, triggered by specific pre-defined system events. The events and recipients are defined by the systems administrator.  

The LaunchPad provides a personalised portal into the Q-Pulse system.

The symbol  + next to an item indicates that it contains a sub-list of items which can be displayed by clicking on the symbol. 

In most instances actions may be initiated by using the File or Actions menus, or the specific icons on the toolbar at the top of the screen or displayed on the vertical toolbar on the right hand side of each section. 

document management

NOTE: For registration and management of validation reports, see the instructions at the end of this section.

Document Template

For (Insert manufacturer’s name) documents use the Word template (Insert name). The template can be found in the Templates folder in (Insert directory name). 
Enter document control information using the following instructions.
Microsoft Word Properties

The Q-Pulse template has been set up so that the following entries in the document’s Word Properties will appear in the document’s header and footer. 

	Title: 
	Document title (exactly as will be registered in Q-Pulse; also the default for the filename).

	Subject: 
	Document number to be assigned by Q-Pulse on registration in the system. The assigned prefix (eg DOC, FORM, PMH, VAL) is dependent on the Q-Pulse Type selected. The number must be entered into Properties after the document is registered and before it is activated. Format is prefix then number (no space) e.g. DOC99.

	Author: 
	Person responsible for editing the document. Use first name and surname eg John Smith.

	Manager: 
	Document Owner. Person responsible for managing the document properties, review, approval, activation and distribution. 

	Category:
	Manual name. Use exactly the same wording as recorded in Q-Pulse. 

	Keywords:
	Revision number for this draft. Use the format 1.1

A whole number increase in revision number indicates that the change is significant enough to require relevant staff members to read the update and, if required, sign the Review Record. 

A decimal point increase is used for minor amendments that do not require workpractice changes, such as typographical/format corrections and minor rewording.


Document Headers and Footers

To populate the headers and footers with the Word Properties entries, select Print Preview under File and then Save. Close the Print Preview from the Preview toolbar. The screen should revert to the document view. 

Close the document and then re-open to check the header and footer entries are correct.

	Active Date:
	Automatically populated by Word with the date the document was last saved.


Q-Pulse Registration

Documents to be registered in Q-Pulse should first be saved in the appropriate directory in (Insert directory name). 

Documents must have the Q-Pulse template attached.

Log into Q-Pulse using your personal Q-Pulse user name and password.

Locate the Documents module on the LaunchPad and select New, Document, Draft.

Enter information into the Key Fields in the Document Details record as follows:

	Type:
	Select the appropriate Manual name from the drop down box.

If the document is a (Insert manufacturer’s name) form, click on the + sign next to the Manual name and select the subtype ‘form’.

Once the type is selected, Q-Pulse allocates the document a unique number with the appropriate prefix.

	Revision:
	Enter the document’s Revision Number in the format 1.1, with the exception of validation studies where Revision Numbers are whole numbers.

	Title:
	Enter the document title, exactly as it was recorded in Word Properties. 

	Owner:
	Select the Owner’s name from the drop down box. The Owner will be responsible for activating the document.

	Author:
	Select the Author’s name from the dropdown box. 

	Implement Date:
	Record if required.

	Filename:
	Select Add Files. Select the desired file in (Insert directory name).

The file will now be embedded in Q-Pulse. The original file in L:\Cell&Tissue Lab\Q Pulse Documents will not be deleted.

If the Type has been selected, there should be no Attachment Management options displayed. If there are options displayed (Off, Embedded, Store in), press Cancel, return to the Document Details screen and select Type. 

NOTE: We are currently not using the option to attach more than one file per registration, with the exception of validation studies.

	Keywords:
	Enter any applicable key words.

	Change Details:
	This field refers to the changes made in this Revision of the document. 


Following the Key Fields there are sections for Approval, Change Requests, Review History, Revision History (for reviews that did not require document changes) and Properties. Information can be entered or deleted from these sections using the icons on the vertical toolbar on the right hand side of the section. 

NOTE: the Distribution list of copyholders is added during the document activation process. 
	Approval:
	Add approvers either individually or using an Approval Template. 

An Approver Template may be assigned to a document Type (Manual) and will automatically populate the record when that Type is selected.

	Properties:
	Record previous document control system document number, if applicable, in User Notes.


NOTE: Check the Q-Pulse document number has been recorded in the Subject field of the document’s Word Properties. This can be done before saving the Q-Pulse registration by clicking on Filename and opening the document.

When the registration has been completed, Save and Close. Q-Pulse will now embed the document.

NOTE: Q-Pulse cannot embed the document if it is open. 

Editing a Document

1. Create a new revision of an active document by highlighting the document entry on the Active Register and selecting File, New, Revision, Draft (Using Approval).

Follow the steps in the Wizard for Revise with Approval. Note the following:

· The Revision Reference should be in the format 1.1. A whole number increase in revision number should be used where there has been a significant change, for example a procedure change requiring relevant staff members to review and acknowledge. A decimal point increase should be used for a minor update such as a change to format or typographical correction. 

· Under Specify New File, select the box ‘Base new draft on copy of active file’. 

· It is only possible to have one draft of a document at any time. 

2. Once the document is registered in Draft:

· Highlight the entry and click on the document number to bring up the Document Details screen.

· Select File, Check Out Document. Click OK on the checkout location screen. 

· The document is now available for editing. 

· Update the document Revision Number in the document. It must be the same as the Revision Number allocated in Q-Pulse for this version (see above).

3. Once editing has been completed, call up the Document Details screen and select File, Check In Document. If the option is not available, close the screen and then call it up from the Draft Register. 

Approval

1. Check that all the relevant people are listed under Approval. 

2. Submit the completed draft document for approval electronically. Confirm the details of the submission (revision number and any comments). A hard copy of the draft document may also be circulated to the approvers to facilitate the review.

3. Approvers may record their acceptance or rejection of the draft directly in Q-Pulse or may instruct the Quality Coordinator to electronically record approval on their behalf.
Activation

The Wizard for document activation may be initiated using the activation icon at the top of the Document Details Record and the bottom of the toolbar in the Approval section, or by selecting Actions, Activate Draft.

The Wizard takes you through the following steps, if applicable.

	Outstanding Approvals:
	You may reject outstanding rejections and responses, if you have been allocated the relevant permission. 

	Confirm Revision Details:
	Information in the fields for Revision Reference (revision number = n.n), Active Date, Change Details should be checked and, if necessary, amended.

	Confirm Distribution:
	Record the distributors using a Copyholder List Template or by adding individual copyholders using the icons on the right hand side.


The Wizard will then present a Result Summary, which should be checked before finishing the operation. 

Distribution 

A distribution list of copyholders is created for each document during or after activation (see above). A copyholder is a person whose name appears on the distribution list, whether they are responsible for a paper copy or an electronic copy (usually a form template or a pdf).

Select the appropriate distribution list from the Copyholder List Templates. 

All templates include a Master paper copy. The Master copy is printed on blue coloured paper. The Quality Manager is the copyholder. All superseded Master copies are retained by Quality Manager.

A copyholder (of a paper copy) should acknowledge distribution once the new document has been physically received and placed in the appropriate location and the previous revision discarded. 

An electronic copyholder should acknowledge distribution once the document has been saved as a template or pdf in the appropriate location. 

The copy number, name and department of the copyholder, distribution date and acknowledged date are recorded in the Distribution section in the Document Details record. Record the type of copy (Master copy, Staff copy, Copy for Use) in the Comment field.

Inactivation

If a document is no longer required, it may be inactivated.

· Under Actions, select Deactivate Document to initiate the deactivation Wizard. Choose document status Inactive

To re-instate an inactive document:

· Select the document from the Inactive Register. Under Actions, select Reinstate Document.

Validation Studies

Authorised reports of validation, verification or evaluation are under Q-Pulse control. The signed and authorised hard copy is stored in the Validation file. 

A Word template (Insert template name e.g.Validation Report.dot) in (Insert directory name) is used to assist in drafting the reports. Reports are saved in (Insert directory name).

Once the report has been completed, authorised and signed it is registered in Q-Pulse as an Active document.

Locate the Documents module on the LaunchPad and select New, Document, Active Document.

Enter information into the Key Fields in the Document Details record as follows:

	Type:
	Select Validation Studies from the drop down box.

Select the appropriate sub-type. Once the type is selected, Q-Pulse allocates the document a unique number with the VAL prefix. This number should be entered into the document Properties, under Subject.

	Revision:
	Enter the document’s Revision Number as a whole number (e.g. 1).

	Title:
	Enter the document title. 

	Owner:
	Select the Owner’s name from the drop down box. The Owner will be responsible for activating the document. The Owner is usually the Quality Coordinator. 

	Author:
	Select the Author’s name from the dropdown box. 

	Implement Date:
	Record if required.

	Filename:
	Select Add Files. 

Select the desired file in (Insert directory name). 
NOTE: It is possible to select more than one file e.g. a Word document report and the associated Excel spreadsheet containing the supporting raw data.

The file will now be embedded in Q-Pulse. The original file will not be deleted.

	Keywords:
	We are currently not using this field. Leave blank.

	Change Details:
	Record a description of the purpose of the study. 


Following activation:

1. Select the Validation Report copyholder template.

2. Place the signed and authorised hard copy report in a plastic sleeve.

3. Place in the appropriate section in the Validation File.

4. Acknowledge receipt in Q-Pulse.

5. In Search, select Validation Studies from Type. 

6. Print a Document List report and place the updated list of studies in the front of the Validation File.

People

To enter details for a new person, locate the People module on the Q-Pulse LaunchPad.

Select File, New Person or the New icon.

Enter information into the Key Fields in the People Details record as follows:

	Title:
	Dr or leave blank.

	Type:
	Employee or Contact. Employees are people working directly for (Insert manufacturer’s name).

	Middle Name:
	Leave blank.

	Dept/Organisation:
	Select appropriate entry from the drop down box. 

Department for employees, Organisation for contacts. 

	Number:
	Employee (payroll) number. For (Insert manufacturer’s name)staff only.

	Tel:
	Use for external people. 

Mobile number for (Insert manufacturer’s name) staff (where useful).

	Email:
	Enter if information is required or for people who will be sent messages by Q-Pulse.


Following the Key Fields there are sections for Event History, Reviews, Training Plan and Properties. 

Information can be entered, edited or deleted from these sections using the icons on the vertical toolbar on the right hand side of the section. 

	Event History:
	Use to record qualifications, publications, training courses, conference attendance etc.

Event may be selected from a Q-Pulse list such as the Master Event List (preferable) or recorded as a free text entry.

The event is classified by category e.g. Safety, Manufacturing, Supplier Training Course.

	Reviews:
	Use to record performance appraisals and competency reviews. 

	Training Plan:
	Use to record competencies from the Master Competency List, with level and status. 

A competency task may have a number of requirements. These may already be defined or may be added by using the Add Requirement icon on the right hand side of the section and selecting from a Q-Pulse list (such as the Master Event List) or a free text entry.

A training requirement may also be based on a procedure in the Document module. Click the Create New button in the Master Event List screen to bring up the Master Event Details screen. Then click the [...] button within the Event Title field to select the Document. See also the Training Courses module below. 

	Properties:
	Record membership of professional organisations in User Defined Fields 1 & 2 (renamed ‘Membership’). Select appropriate organisation from the drop down box.

Record qualifications in User Defined Field 3 (renamed ‘Qualifications’) as free text.


Competency Records

1. To establish a competency with a requirement (eg. a training checklist under document control, or a training event) it is necessary to first add the competency requirement to the Master Event List.

· Select Edit, then Master Event List.

· Select New Master Event or Master Event Based on…

· Enter the title of the training event or, to add a training checklist, click the […] button and select the required document.

· Refer to the Training Course module for more detailed instructions for recording events. 

2. Now add the competency to the Master Competency List.

· Select Edit, then Master Competencies.

· Edit the master Competency List, by selecting New.

· Enter the competency name and description.

· Select the required level (Basic, Intermediate or Advanced). 

· Select the requirements for the competency level from the master event list. For checklist based competencies, select the relevant training checklist (DOC) document.

· The selected requirements will define the skills required for each level. However, as a general rule, Basic is competency to perform the tasks under supervision, Intermediate is competency to perform the tasks unsupervised and Advanced is competency to instruct, supervise and trouble-shoot. 

3. To record the competency in the Training Plan for an individual, select (highlight) the individual’s name on the People List. Note that a block of names may be selected using the Shift key, or a number of separate names selected using the Control key.

4. While still in the People List window, select Actions and Add Competency.

5. Select the required competency and level from the Master Competency List. These will now be added to each highlighted individual’s Training Plan. The Competency Status and dates will be blank.

6. Completion of a competency requirement may be recorded separately for each individual or recorded for a group by scheduling a Training event.

7. To individually record completion of a competency requirement:

· Double click on the person’s name on the People List to open People Details. 

· Select the competency under Training Plan. 

· Open the competency record and enter the completion date for the requirement, or identify the relevant completed event in the person’s record from the Associated Event box.

8. To record completion of a competency requirement for an individual and record the event in the person’s Event History:

· Select (Highlight) the individual’s name on the People List.

· Select Actions, Add Completed Event.

· Record completed date under Outcomes, trainer and location under Event and duration (if appropriate). 

9. If a single Event completes a requirement for a number of individuals, this may be recorded for the entire group by scheduling a training event. Recording a training event populates both the Event History of each attendee and records the completion date in the relevant competency requirement. 

· In the Training Courses module, select New Event. 

· Select the competency requirement from the Master Event List.

· Record the scheduled and completion dates, the trainer and the location.

· Select attendees.

· The relevant records in the People module are updated on re-opening the module. 

10. Completion of a competency requirement may not be sufficient for attaining the status of Competent. The appropriate Competency Status and Actual Date must still be recorded individually in each person’s Training Plan. Note that the People List may be searched to select for the competency being edited. 

11. A summary of competencies is recorded under Competency Statement in the person’s Training Plan. Record the date the list of competencies was formally reviewed and authorised (as recorded on the Competency Record form).

12. Competencies reports may be generated and printed for individual staff members, if required.

Job Role

Details defined by a Job Role are:

Job Title, Description, Responsibilities

Competencies and required competency level. 

A Job Role is assigned by clicking on the Job Roles icon in Person Properties, clicking the Add button and selecting the required job role by checking the appropriate box. A person may have more than one job role. Competency requirements are automatically entered into the person’s Training Plan.
Examples of job roles are: Area Warden, Internal Auditor, Courier.

training courses

The Training Courses module is used to schedule and manage training Events in response to any skill gaps or training needs identified within the People module. The Event can either be a custom type where the title is user defined or selected from the Master Event list.

To schedule an Event: 

· Select New Event icon on the Training Course List screen. 

· Choose New Event, or New Event Based On… and highlight the relevant Master Event. 

· This opens the Training Course Details screen. 

	Event Title:
	Event Title can be typed directly into the field or selected from the Master Event List.

Basing an Event on a Master Event will make the Event Title read-only. To convert the Event from a Master Event Type to a Custom Type: Click the [x] button within the Event Title and enter the required customised title. 
Renewable events can only be tracked within Q-Pulse if they are selected from a Master Event. Similarly, events can only be document-based if selected from the Master Event List.

	Event Category 
	Event classification eg Induction, Safety and Health etc.

	Event Description 

Renewable 

Scheduled Date 

Completed Date 

Event Objectives 

Location 

Trainer
	Enter information for each field, where relevant.

	Attendees
	Attendees may be selected from those with renewable or targeted requirements relating to the event, or from the list of all personnel. Attendees may be de-selected if they fail to attend the event.

	Properties
	The following fields are available within the Properties section: 

Attendee Cost 

Duration 

User Defined Fields 

Certificate Number 

Notes

Associated Files: to attach relevant documents (if not in the Document module).


Training Requirements

A training requirement is a skill or proof towards satisfying a competency, attained through completing an Event/Training Course. A requirement can be based on a Master Event or may be document based.

Training requirements are recorded against an individual person’s record (see People module). A competency may specify certain requirements. 

Targeted Requirements are requirements against a person’s record where a 'target date' has been defined. 

Renewable Events

Completion of a Master Event-based Renewable Event 

When a Master Event-based renewable event is completed any previous instance of the event in the attendees Event History will be automatically flagged as renewed. If the event remains renewable the ‘Renewable Events Due’ will be updated accordingly. 

Completion of a Custom Renewable Event 

If the Event is renewable and not based on a Master Event then the ‘Renew by’ dates must be entered manually for each attendee. Where applicable, any previous instance of the event against the attendee's record must be completed manually. This involves the following:

· Locate and open each attendee's People Detail record. 

· Locate the previous completed event within their Event history. 

· Mark the event as completed by editing the renewable attribute to ‘No’. 

Document-based Event

A document-based event is a learning event that references a document from the Document Module e.g. a technical procedure for which personnel require training. Events of this type can only be scheduled from a Master Event. 

To base a Master Event on a Document:

· From the Training Courses module, create new Learning Event and access the Master Event list. 

· Click on the Create New button to bring up the Master Event Details screen.  

· Click the [...] button within the Event Title field to select the Document. 

The document revision must be specified before the completed date is entered and the event is completed.

When activating a new revision of a document used as a learning event, an alert will appear asking if re-training is required. 

audits

Scheduling an Audit

Locate the Audit module on the Q-Pulse LaunchPad. Select File, New or the New icon.

Enter information into the Key Fields in the Audit Details record as follows:

	Number:
	This is automatically allocated by Q-Pulse, along with the prefix determined by the audit Calendar selected (e.g. AUD, OSH, TGA, FACT).

	Title:
	Select Process and search for process being audited.
This is also automatically entered by Q-Pulse under Scope.

	Calendar:
	Select Internal, Workplace Inspection or the appropriate type of External (TGA, FACT audit or customer initiated audit).

	Lead Auditor:
	Select the name of the auditor who will be conducting the audit. This name will automatically be listed as an Auditor.

If the audit is part of the auditor training program, the Lead Auditor will be the training supervisor and the trainee is added to the Auditor list (see below). 

	[image: image1.wmf]Scheduled Start:
	Select date from calendar. 

The audit status is now Scheduled (not confirmed), indicated by the symbol.

	Auditors and Auditees:
	The Lead Auditor is automatically listed. Add any additional auditors.

Add the name(s) of the auditee(s).

	Scope:
	The Title selection is automatically entered into Scope. Additional items can be added, such as specific documents or area of standard. 

One Scope item can be selected as the Primary Scope.

	Checklists:
	An existing Checklist Template may be selected. This can be used to create a new checklist or may be edited by adding questions from the Question Bank. 

	Schedule Confirmed:
	When this box is ticked, Q-Pulse sends e-mails to the auditor and auditee,

if e-mail notification is activated. 

The audit status changes to Schedule Confirmed indicated by the symbol.


The auditor is provided with Q-Pulse Audit Checklist and Audit Properties reports.

Responses to the Audit Checklist questions are recorded by the auditor on the Checklist paper report and later transferred onto the electronic Checklist in Q-Pulse.

Recording Audit Findings

Once the audit has been performed, up-date the Q-Pulse records as follows:

	Actual Start:
	Select the date the audit was started. The time can also be selected. 

Once the entry is saved the audit status will change to performed and the audit symbol will show the top quadrant shaded.

	Actual End:
	Select the date and time auditing ended. 

	Findings:
	The audit must have the status Performed before Findings can be entered. 

Summary: Enter a brief Summary specifying the process audited, sample selected, operator and workpractice observed, records checked and any previous relevant audits.


	
	Findings: Observations and non-conformances can be entered directly using the Add Observation button and New Non-conformance button. For non-conformance, use the Audit Non-conformance template. 
However, if possible, it is preferable to raise the observations and non-conformances when recording the findings electronically via the audit checklist. The observation or non conformance is then noted against the relevant item in the checklist (see Checklist, below).
Once the audit findings have been completed and the report accepted by the auditee, record acceptance.

Once accepted, the audit status changes to Report Completed, with two quadrants shaded in the symbol. No further Findings may be raised.

The Findings section can be re-opened by selecting Clear Report Acceptance from the Actions menu.

	Scope:
	Items listed under Scope can be identified as ‘covered’ by checking the Actual box. 

	Checklist
	Open the checklist. Select Complete Checklist. Click on Start. 

Record the response for each question in the Response box. 
To enter an observation (recommendation) click on the observation icon next to Raise Findings. The question and response will already be automatically recorded. This entry can be deleted or modified. Record the recommendation as you wish it to appear in the report.
To record a non-conformance, click on the icon on the far right ‘to raise a non-conformance for this audit using a template’. Select the Audit Non-conformance Template.

When all the questions have been answered, record the date in ‘Completed on’ and enter the name of the person who conducted the audit in ‘Completed by’. 

	Properties: 
	Attach the completed Audit Report Word document. 

Select Add Files. Locate the required document and select Add. Select the Embedded in Q-Pulse option. Do not select ‘Delete original file’.


Completing the Audit

	Findings:
	When all non-conformances have been completed, the audit status changes to Findings Completed and the symbol shows three quadrants shaded.

	Properties: 
	Attach the completed Audit Reply Word document. 

Select Add Files. Locate the required document and select Add. Select the Embedded in Q-Pulse option. Do not select ‘Delete original file’.

	Closed Date:
	The Audit Program Manager may close the audit once the findings from the audit have been addressed and the Audit Reply Word document completed (including details of management review) and attached in Properties. 

‘Close audit’ may be selected from the Actions menu, or complete Closed Date and Closed By. Audit status changes to Closed and the symbol shows all quadrants shaded. 

	Re-open Audit
	The audit may be re-opened by selecting Re-open Audit from the Actions menu. A reason must be entered, which is automatically shown in Properties under User Note.


COMPLIANCE management
The Compliance Management module (CA/PA) is used to capture issues and suggestions for improvement and to prompt and record progress in made their investigation and the implementation of corrective and preventative actions.

Raising a new Compliance Management (CM) record

All Q-Pulse users, even those in the restricted access security group, can raise a new CM via the Wizard.

To raise a new CM, locate the Compliance Management module on the LaunchPad and select New. 

Options are to 

· create a Non-conformance using the Standard format.

· use the Wizard to raise a Standard Non-conformance, Improvement Idea, Customer Complaint or Supplier Non-conformance.

· select a Template e.g. Change Control, Equipment Change Control, Material Rejection, Procedure Deviation, Standard Template. 

NOTE: 

· Audit non-conformances should be raised through the Audit module from Findings in the audit record. Select the Audit Non-conformance template.

· A standard or appropriate customised CM may also be raised through the Customer and Supplier modules. 

· The appropriate template may be applied after a CM has been raised, by selecting Apply Template, under File. The option will be provided to either append the template to the existing stages or remove all existing stages and actions.
Enter required information in the relevant fields, using the following guide. Some fields may not be relevant for every record.

	Number:
	A CM number is automatically assigned on save. 

	Source:
	Select source from the list. This field indicates how the issue was identified. A guide to selection of the appropriate CM template and Source is provided in the following table.

Issue

Template

Source

Adverse event

Adverse Event

Adverse Event

Audit non-conformance

Audit Non-conformance

Audit Internal or Audit External

Change control (procedure, critical material)

Change Control

Change Control

Change control (equipment)

Equipment Change Control

Equipment Change Control

Customer complaint

Customer Complaint

Customer Feedback

Material rejection

Material Rejection 

Supplier

Procedure deviation (planned or unplanned)

Procedure Deviation

Procedure Deviation

Product recall

Recall

Recall

Non-conformance  arising from internal operations, including environmental monitoring

Standard Non-conformance 

Internal Non-conformance

Non-conformance arising from supplier operations

Standard Non-conformance

Supplier



	Owner:
	Select the Owner’s name from the drop down box. This is the person ultimately responsible for progressing the record.

	Target Date:
	Default is two months.

	Details:
	Record a brief description of the issue.

	Raised By:
	Select the name of the person who identified the issue.

	Against:
	Select Supplier, if the issue is relevant to a particular supplier, even if it is not a non-conformance. This will provide a useful link for all changes relevant to each supplier. 

	Severity:
	Select: critical, minor or major. 

	Keywords:
	Enter applicable keywords (optional).

	Process:
	Select process, if appropriate. 

	Fault Category:
	Indicates the general area of failure; eg documentation error, equipment failure. 

	Product/Service:
	Indicates the product or service affected (eg haemopoietics).

	Document:
	Select document involved.

	Standard:
	Select appropriate area of the accreditation standard (e.g. for an audit non-conformance).


Processing a CM

Each CM record will have a number of Stages, which reflect steps in the process to resolve a specific type of incident, see below for a list of the stages associated with each compliance management template. 
Each template displays a suggested list of Stages. Stages may be added and deleted as required by the users granted CA/PA Stage Add Action and CA/PA Stage Action Delete. 
Record the relevant information in each of the stages required by the CM template. For further information on compliance management processes refer to Compliance Management DOC148.
If a risk assessment has been completed and documented on Risk Management Form (FORM133) add the stage “Risk Management Form” to the report and attach a copy of the Risk Management Form in properties.

Record the person responsible for each stage action, along with the date and, where applicable the proposed timeframe.
Record approvals (persons approving and date of approval) in the relevant stage of the CM. Where approvals were made at a (Insert manufacturer’s name) Management Review Meeting, record the meeting date. 

The Quality Manger (or delegate) must approve each stage for closure. Completion of the stage by the quality delegate signifies that the stage has been completed and is approved for closure.

If a Stage has pre allocated Stage Actions then the Action owner must progress these and complete their actions, recording the details. All Q-Pulse users, even those in the restricted/passive access security group, can record their actions if they are the Action owner. 

If CAPA actions are required these are added under the relevant stage by right clicking on the stage and selecting “add action”. 
Once all Stage Actions are complete and recorded, the Stage may be completed. Only those users granted the permission CA/PA Stage Action Complete can complete and close the stage.

Implementation of CAPA and evaluation of the effectiveness of changes/actions may take some time. If the effectiveness of changes cannot be determined in the default 2 month time frame, then the target close date can be extended by a quality delegate.
The CM report is kept open until effectiveness of any actions taken has been evaluated and the CM report has been reviewed and approved for closure at the Monthly Management meeting.

Relevant documents may be attached under Properties. If a Risk Management Form has been completed, attach the form in Properties and select Risk Assessment in the Severity field. 

Compliance Management Template Stages
· Adverse Event, Recall and Standard Non-conformance templates

Corrective Action

Implications

Root cause(s) investigation

Preventative Action

Follow-up Evaluation

Management Review
· Audit Non-conformance template
Corrective Action

Root cause(s) investigation

Preventative Action

Follow-up Evaluation

Management Review

· Change Control template

Change Request

Risk Analysis
Validation

Document Changes

Training Requirements

Implementation

Follow-up Evaluation

Management Review

· Customer Complaint template

Corrective Action:

Acknowledge complaint with customer

Investigate complaint

Determine resolution

Contact customer on outcome

Implement resolution

Schedule courtesy follow-up call for customer

Preventative Action

Follow-up Evaluation

Management Review

· Equipment Change Control template
Change Request

Risk Analysis
Installation Qualification

Operational Qualification

Performance Qualification

Document Changes

Training Requirements

Implementation

Follow-up Evaluation

Management Review

· Material Rejection template

Corrective Action

Implications

Follow-up Evaluation

Management Review

· Procedure Deviation template

Procedural Deviation

Deviation Justification

Implications

Risk Analysis
Root cause(s) investigation

Preventative Action

Follow-up Evaluation

Management Review

Closing a CM

Once all Stage Actions and Stages are completed, the CM may be closed by a user granted the permission 'CA/PA Complete'. Closure of the CM must be authorised by the Quality Manger or delegate. Closure by the quality delegate signifies approval. 

suppliers

The Suppliers module is used to record suppliers with whom (Insert manufacturer’s name) has a service agreement and where the recording of the supplier has been initiated by records in other Q-Pulse modules. 

To enter details for a new supplier, locate the Suppliers module on the Q-Pulse LaunchPad. Select File, New Supplier or the New icon.

Enter information into the Key Fields in the Supplier Details record as follows:

	Name:
	Supplier name.

	Reference Number:
	If the supplier has a service agreement with (Insert manufacturer’s name), record the number of the supplier, as listed in Service Agreements, with the prefix SA (eg SA 1.1).

	Category:
	Select the service category from the drop down box (Supplier Category List).

	Account Manager:
	Enter applicable name.

	Approval Status:
	Select from the dropdown box (Approval Status List).

	Business Scope:
	Enter a short summary of services provided.

	Address etc
	Enter relevant address and contact details.

	Approval Basis:
	Select from the dropdown box (Approval Basis List) eg TGA licence.

	Approval Date: 
	Enter, if known.

	Review Date:
	Service agreements are to be reviewed by the Account Manager every 12 months.


Following the Key Fields section there are sections for Contacts, Non-conformances and Properties. 

	Contacts:
	Enter details for relevant contact personnel.

	Non-conformances
	Change Managements raised against the supplier will automatically be listed here. This link is being used for all Change Managements relevant to the supplier (e.g. change controls), not just non-conformances.

	Properties:
	Record the date an agreement is implemented or reviewed, under ‘Add Note’.

Attach (embed) service agreements drafted by (Insert manufacturer’s name).


Assets

Use of assess module commenced (Insert date), for recording annual static holding times for dry shippers.  

Support & MAINTENANCE
(Insert manufacturer’s name) maintains a service contract with (Insert name) for unlimited support by fax phone and e-mail and free access to Q-Pulse upgrades. Contract renewal date is (Insert date).
Troubleshooting
1. Contact the (Insert manufacturer’s name) system administrator for Q-Pulse, (Insert name of person) (phone (Insert number)).

2. For IT support contact the (Insert IT support name):

· Phone (Insert phone number), or

· (Insert other contact mechanisms)
3. For supplier support, contact the (Insert supplier contact details).
Documentation and References

1. Q-Pulse User Manual (2007) Gael Products Ltd.

2. Q-Pulse 5 Help.
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